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Dr. Jane E. Henney 
Commissioner 
Food and Drug Administration 
5600 Fishers Lane 
Rockville. MD 20857 

.,;xi:. 

Dear Commissioner Henney; 

As you know, the FDA recently published a Notice of Proposed Rulemaking (NPRM) 
regarding the use of Ozone-Depleting Subsumces; Essential Use Determinations, 64 Fed. Reg. 
47719 (September 1,1999). 

The NPRM proposes a national transition slrakgy for CFC-based metered-dose-inhalers 
(MDls) und attempts to balance the needs and concerns of patients, including asthmatics and 
those who uspcrience other lung disorders. with rhe obligations embodied in the Montreal 
Protocol w lake appropriate measures IO protect human health and the environment while taking 
inIt, account technical ad economic cons;drr;i~~~~~~~~~~~, & ZIJPM propoa several 

criteria under which it will determine whcthrlr an essential use designation should be maintained 
for ;1 CFC’-based MDI. or whether it should he removed. 

WC twliew that the NPRM wprcscnts sc’vcral substantial improvements over the Advance 
N&cc of Pmpo.scd Kulemaking (ANPR) published by FDA on March 6,1997 (62 l-‘ed. Reg. 
1024Z). The NPRM. for esample. did 1x11 adopt thr “therapeutic class” approach outlined in the 
ANPR. The NPRM also proposes that. in rhc- EUSC’ of multiple source or multiple strength 
products. ZIL Icast wo non-CFC producls with rhe same active moiety be marketed before an 
cs.scntial uss dcsiynation could bu considcrcd Ihr wmoval. These changes from the ANPR, along 
with the rquircmcnt for notice and commcnl r&making before on essential use designation is 
removed. should help IO cnsurc that patients art afforded adequate alternatives to their current 
Ihcrapios as well as involved in Ihc prwcss of’mdhg decisions on whether to remove essential 
use dcsipnotions. 

11’~ also rccognilr that rhc NPRM rnrcrnp~s to boIance diflicult and sometimes competing 
prioritics 111 prorccr pmicnrs while 0°C-lice products arc developed and approved to meet their 
medical rcquiremnlas. As rhc FDk\ t&i tisd hcforc the Health and Environment Subcommittee 
on May 6. 1998 with respecr IO rhc ANPR. “It needs 10 be emphasized strongly that FDA is not 
proposing to acc~lcratc the phaseout afCI’C.‘-b~cd MDls as has been suggested by some . . . 
Rather. consistcnr with naGcrnal policy uncl c)ur obligations under the Montreal Protocol and the 
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Clean Air Act, 42 USC. 7671, FDA is working to develop a regulatory strategy by which such 
future determinations can be made once sufficient non-CFC alternative inhalation products 
become available in the United States; and tie products are demonstrated to meet the needs of 
patients who currently rely on CFC-based MDls.” We further note that in response to comments 
received on the ANPR, FDA explicitly stated rhal “it is premature to set a specific te for 
the elimination of ail essentid-use excmpCons because too many variables exist as to when 
applications for new products will be submitted to the agency, when they will gain approval, and 
.when the products might be considered clinically acceptable alternatives to CFC-MDk” 

We do have concerns, however. that under cenain circumstances, new CFC-bas+i MbIs 
may be approved by FDA although such devices may not offer new health benefits to patients or 
any improvement in MDIs utiHzed by patients. While we recognize that the FDA must balance 
many factors in constructing policies to determine lhe granting or denial of future essential use 
designations, we arc concerned about the possible effect of such new approvals on the nationa 
transition strategy sought to be effectuated by ihe NPRM. It is possible that new CFC-MDIs 
could promok new parient reliance on products ar the same time, or within a shoxt time-e, 
thal r-cvicws of the essemiality of such products would be &ing place. This could add to 
confusion within the paficnt and health cart community. as well as a possible disruption in . _‘. I. ,“.“-~,nI,““UI<,~i f., 
therapy il’csscntial USC status is subsequently removed. 

For rhesc reasons. we would supp~ funhcr review by FDA of this issue during the 
public comment period for the NPRM. We believe one option would be for FDA to clarify 
whekr it would require all new CFC MLXS to oblain a new imponant health benefit. Under the 
NPRM. new esscntitil uses for commercially marketed dmgs and investigational new drugs musr 
provide an unavailable important public he&h &n&t. but WC undersmd that FDA may believe 
ir is consuain4 regarding approval of products which do not involve a new essential use. We 
bclicvc rhe I cl90 Clean Air Aca Amendments. which serve as legal authority for the NPRM, 
might also suppofl an kerpreration thm such D requirement is inherent in rhe requirement that 
the USC of CFC in medical devices be necessary. 

‘rhnok you in advance [or raking our concerns into consideration. 

Chairman, Health and 
Environment Subcommittee 
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Illcrntwr of Conyrcss U 

Ranking Member 
Oversight and Investigations 

Chris Smith 
Member of Congress 
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WY 
Member of Congress 


